Introduction {#sec1-1}
============

One of the most common diseases which have changed the lives of many people is breast cancer (Parizadeh et al., 2012). In fact, this disease is the first cancer among women cancers and the second leading cause of death among women around the world (Zare et al., 2011; Haghshenas, et al., 2016). However, advances in therapies such as the use of different types of surgeries, alternative and targeted therapies (Rezaei et al., 2016). has led to a 90% increase in the 5-year survival and to 80 percent survival after 10 years (Fobair et al., 2006). Despite this relatively good prognosis, therapies lead to side effects such as physical, sexual (Brandberg et al., 2008; Bakht et al., 2010; Kashani et al., 2014; Molavi Verdenjani et al., 2015). and psychological (depression, anxiety and fatigue) ones (Björneklett et al., 2013). and patients confront numerous concerns and a plethora of physical, emotional, and social experiences, such as shock, fear of recurrence, nausea, vomiting, changes in body function and changes in the role of the family (Cozaru et al., 2014; Khalili et al., 2015).

The important point is that the appearance and attractiveness of patients are impacted by the surgery and the course of treatment, and since physical attractiveness is an important variables for all people, its loss leads to patient's disappointment, lower behavior control, and lower self-esteem (Heidari et al., 2015). For example, a study has shown that bilateral mastectomy has negative effects on body image (Brandberg et al., 2008). Therefore, the major concern of patients is losing one or both breasts and those who are candidate for this highly stressful phenomenon will have many social, physical, and sexual problems. In the social domain, due to the loss of the breast and feeling of embarrassment which follows it, the patient reduces her social activities. Physically and sexually, embarrassment with physical appearance and change of the patient's body image pave the way for reduced pleasure and satisfaction with sexual relationships (Izadi-Ajirlo et al., 2013). These factors consequently pose problems in the relationship with the husband and the patient's sexual activity (Izadi-Ajirlo et al., 2013; Rezaei et al., 2016) and these play a significant role in decreasing self-esteem and creating feeling of helplessness (Heidari et al., 2015). Hence, body image is associated with psychological dimensions (Parizadeh et al., 2012; Izadi-Ajirlo et al., 2013).

Although interventions such as phone-based support programs, group counseling and sex education programs have been conducted for patients with breast cancer (Heravi Karimoui, et al., 2006;Salonen et al., 2009; Lotfi Kashani et al., 2014). studies show these have had no effect on the improvement of patients' body image (Jun et al., 2011; Lotfi Kashani et al., 2014). Moreover, a review of studies also indicates that in the course of the treatment, patients encounter various mental and physical problems. Therefore, providing information through support programs in the form of awareness raising, stress reduction, and coping and adaptation techniques can improve adherence to treatment, and compatibility with the circumstances to pave the way for the patient's health and reduce the difficulties ahead (Fobair et al., 2006; Rahmani et al., 2010; Aguilar Cordero et al., 2015; Rezaei et al., 2016). Also awareness of appropriate coping strategies is built and a sense of support through empathic listening is created (Heravi Karimoui et al., 2006; Cozaru et al., 2014).

Furthermore, one of the fundamental rights of every human being is access to health care information and part of the responsibility of the health care providing system is to educate people on health care principles and to deal with patients' problems (Nematollahzade et al., 2010). and since the midwives as service providers are associated with women throughout their lives, correct and sustained training and counseling can result in patients' higher awareness and lower anxiety (Shobeyri et al., 2015). But the lack of relevant support programs as well as interventions by other professionals (Heravi Karimoui et al., 2006). were the impetus for us to study the impact of midwifery-based counseling support program on the body image of breast cancer patients. It is hoped that this research project can be a useful step to improve the health condition of these patients.

Materials and Methods {#sec1-2}
=====================

Design {#sec2-1}
------

This study is a randomized clinical trial which was conducted in Sari, north of Iran to investigate the impact of midwifery-based counseling support programs on the body image of breast cancer patients. It should be noted that this clinic receives breast cancer patients from all cities of Mazandaran province. This study with the design code of 2230 was registered in Iranian Registry for Clinical Trials with the Code of IRCT2016061928528N1.

Ethics {#sec2-2}
------

This study was also registered by the ethics committee of Mazandaran University of Medical Sciences with the code of IR. Mazums. Rec. 2230-95.

Sample and Setting {#sec2-3}
------------------

Participants in the study were breast cancer patients from Touba Clinic in Sari. They were eligible women who met the inclusion criteria including 1) breast cancer development 2) being married 3) age of 30 to 60 years 4) primary level of education or higher 5) mastectomy experience and 6) undergoing hormone therapy. Women who were participating in other psychotherapy or counseling and training programs were excluded from the study because the other treatment program could have interfered with the body image of the patients. Moreover, other criteria which led to the exclusion of the patients from the study due the possible intervening factors included suffering from other cancers, severe psychiatric disorders (such as schizophrenia, bipolar disorder reported by the patient or detected in the history records of the patient), taking certain medicine and suffering from severe depression based on Beck Inventory, undergoing alternative and complementary medicine interventions and acupuncture.

Based on the results of a pilot study, and using G-POWER software program, the sample size of each group was estimated to be 34 patients. The number was increased to 40 patients in each group to compensate for a possible 20% attrition. The selected patients were then randomly assigned to control (N= 40) and intervention (N = 40) groups. The significance level was set at 0.05 ([Figure 1](#F1){ref-type="fig"}).
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Procedures {#sec2-4}
----------

The participants in the intervention group were informed of the time and number of sessions of the support program. They were asked to complete the Body Image Scale before the support program started. The scale was administered to the control groups and they were assured that a training session would also be held for them. The intervention was offered to the patients in two groups each with 20 breast cancer patients. Six weekly training sessions were held, each of which lasted for 90 minutes. The facilitator of the support program was a graduate student of midwifery counseling, who had undertaken elementary and advanced sex education courses. While the support program was held for the intervention group, the control group received the routine treatment.

After the sessions were over for the intervention group, the patients completed the scale again. Patients in the control group also completed the scale and they also received a training session. Data collection was completed on April 29, 2016.

Intervention {#sec2-5}
------------

To offer the support program, the research team began to design, implement and assess the program for breast cancer patients. In the developed protocol, physical, sexual and psychological aspects were taken into account. These aspects include 1) information about breast cancer 2) information about sexual issues 3) information about body image and techniques to improve these variables (body image).

Also as part of the present support program, homework assignments were given to patients to consolidate and sustain the techniques. In fact, the study focused on communication skills, changing attitudes about body image, and muscle relaxation techniques. Each session patients received supplementary materials which were related to the topics of that session. This content of the program was approved by sexual and reproductive health specialists and psychiatrists. The main content of the support program included awareness of breast cancer (first session), stressors and symptoms (second session), familiarity with the genitals (third session), familiarity with changes (fourth session), familiarity with sexual issues (fifth session) and familiarity with improvement mechanisms and techniques (sixth session) ([Table 1](#T1){ref-type="table"}).

###### 

The Content of Study Supportive Intervention for Patients with Breast Cancer

  Sessions   Topic                              Content                                                                                                                                                          Method
  ---------- ---------------------------------- ---------------------------------------------------------------------------------------------------------------------------------------------------------------- ----------------------
  One        Awareness of breast cancer         Cancer and its effect on patient's life, relaxation technique, introducing calmness techniques                                                                   Lecturing-Discussion
  Two        Stressors and Symptoms             Breast cancer stressors, teaching stress symptoms, introducing stress coping strategies                                                                          Lecturing-Discussion
  Three      Familiarity with genitals          Information on genitals, Presenting information on breast, introducing side effects of cancer on sexual relationship                                             Lecturing-Discussion
  Four       Familiarity with changes           Teaching appropriate strategies to cope with cancer complications, introducing strategies to cope with changes, strategies to establish effective relationship   Lecturing-Discussion
  Five       Familiarity with sexual problems   methods of sustaining health along with treatment                                                                                                                Lecturing-Discussion
  Six        Familiarity with solutions         teaching improving techniques related to body image                                                                                                              Lecturing-Discussion

Measures {#sec2-6}
--------

Data collection instruments in this study were one checklist and one scale and one inventory.

Check list {#sec2-7}
----------

To determine the eligibility of patients for entry into the sample, a checklist was used. The checklist included two tables of inclusion and exclusion criteria.

Demographic questionnaire {#sec2-8}
-------------------------

This questionnaire was developed through reviewing the related literature. The variables included demographic data, including age, education, duration of married life, number of children, housing status, household members, occupation, monthly income, menopausal status, disease duration, and number of chemotherapies, frequency of radiotherapy and family history of breast cancer (Nurachmah, 1998, Heravi Karimoui, Pourdehghan et al. 2006, Bahrami and Farzi, 2014).

Beck Depression Inventory {#sec2-9}
-------------------------

Beck Depression Inventory was developed as a tool to assess severity and symptoms of depression. The inventory has 21 items on a four-point Likert scale which ranges from 0 to 3. Each item consists of four statements. The scores of 1-10 mean natural, 11-16 mean a little depressed, 17-20 mean requiring counseling, 21-30 mean relatively depressed, 31-40 mean severe depression and more than 40 mean too depressed. Beck Depression Inventory indicates that people's moods and it was validated by Mohammad Khani and colleagues in 1392 on 354 patients with severe depression. The reliability coefficient for inventory was 0.93 (Stefan-Dabson, Mohammadkhani et al., 2007).

Body image Scale {#sec2-10}
----------------

The scale has 10 items on a four-point Likert scale ranging from never (0), to very low (1), partly (2) and very high (3). The total score on the scale ranges from 0 to 30 (27). Body image scale was developed to assess postoperative body image in breast cancer patients. The basic version of the scale was validated by Farsani and colleagues on 200 breast cancer patients who referred to Saba specialized clinic and Ayatollah Kashani Hospital in Isfahan and Cronbach's alpha of.70 was reported for the scale (Farsani et al., 2015).

Analysis {#sec2-11}
--------

Since the study includes an independent variable (support program) and a dependent variable (body image), mean, standard deviation, median and percentage were used to describe the variables. Kolmogorov-Smirnov test was used to verify the assumption of normality of the data for parametric tests. Then to analyze the data, analytical statistics such as Mann-Whitney U test and Wilcoxon tests were used. The significance level was set at 0.05.

Results {#sec1-3}
=======

Participants' Characteristics {#sec2-12}
-----------------------------

Demographic characteristics of the intervention and control groups are displayed in [Table 2](#T2){ref-type="table"}. There was no significant difference between the two groups in terms of age, stage of treatment, education, length of the married life, occupation, number of chemotherapies, and number of children. The mean age of the intervention group was 46.77± 6.85 and that of the control group was 48.92±5.86.

###### 

Distribution of Breast Cancer Patients Based on Demographic Characteristics and for the Intervention and Control Groups in 2016

                                  Support Program(n=40)           Routine care(n= 40)          Test results
  ------------------------------- ----------------------- ------- --------------------- ------ --------------
  ± Menopause                                                                                  
    Menopause                     34                      85      32                    80     
    Non-menopause                 6                       15      8                     20     P= 0.556
  ±Length of the disease (year)   20.65                   10.01   22.13                 7.76   P= 0.464
  ± Number of chemotherapy        7.75                    2.56    8.25                  1.89   P= 0.323
  ± Number of radiotherapy        25.48                   7.34    26.05                 3.31   P= 0.653

Results of body image {#sec2-13}
---------------------

Mean score of body image of the intervention group before the intervention was 21.82 ± 1.66 and after the intervention it was 7.05 ± 2.70. In the control group, the mean body image score before receiving routine care was 21.70 ± 1.48 and after receiving routine care it was 22.92±1.49. Mann-Whitney U test showed that after the support program there was a significant difference between the mean body image scores of the intervention group and the control group, and patients in the intervention group had a better body image than the control group (p = 0.000) ([Table 3](#T3){ref-type="table"}).

###### 

Distribution of Breast Cancer Patients Based on Body Image for Intervention and Control Groups before and after Support Program Intervention

  Breast cancer patients    Body Image                                     Test result
  ------------------------- ------------ ------ ------ ------- ------ ---- -------------
  Before the intervention   21.82        1.66   21.5   21.7    1.48   22   P= 0.965
  After the intervention    7.05         2.7    7.0    22.92   1.49   23   P= 0.000

Discussion {#sec1-4}
==========

This study investigated the impact of the counseling support program on the body image of breast cancer patients. The program was implemented in six weekly sessions each lasting for 90 minutes and the results of the Mann-Whitney U test showed that the mean scores of body image were significantly different before and after the intervention. Moreover, the results of Wilcoxon rank test showed a significant difference before and after the support program both for the intervention and control groups.

This study aimed to raise the awareness of the patients and to train them on the skills related to body image, and therefore to change the negative body image of the patients. The results showed that breast cancer patients in the intervention group had a better body image compared to the control group. In fact, the presence of the disease and the physical complications that follow it, result in concern, fear and psychological problems. Therefore, it seems useful to have interventions that can inform patients of the disease course, its complications and more importantly, of practical strategies because persistence of this situation paves the way for interpersonal problems.

Therefore, this study attempts to provide useful information in this regard. Moreover, the results of this study are consistent with the findings of Heravi et al., (2006) And Salonen et al., (2009). In fact, through providing information on the disease background, problems in the course of treatment and techniques for solving these problems, these studies attempted to help patients have better body images and the results of these studies also showed that the intervention groups had improved compared with the control groups. It should be noted that this intervention feature was present in the current study too. The key to the effectiveness of interventions was the attempt to identify individual strengths and to improve patients' awareness and to train them on appropriate skills, because raising awareness of the problem and its related factors leads to the use of appropriate skill to solve it (Geiger et al., 1999; Ganz et al., 2011). In this study, the use of suggested techniques also helped the patients to take action for solving their problems and this was effective in improving their bod image. Therefore, the results of this study were in line with the findings of Lotfi et al., (2014) And Izadi et al., (2013).

The important thing is that in the course of disease and treatment, problems associated with the bodies of the patients have effects on the psyche and spirit of the patients too (Vaziri et al., 2014). Therefore, breast cancer is strongly associated with psychological distress and the most common psychiatric disease is anxiety and depression (Ursaru et al., 2014). So the researchers considered patients without sign of depression due to problems associated with depression and its effects on the patient. Therefore same condition in two group of intervention and control is considered too. In addition, one of the inclusion criteria was absence of psychiatric disorders such as bipolar, schizophrenia. This variable was assessed based on past medical history or the patient report and marched in intervention and control group. Therefore, in this study the techniques related to change of appearance and muscle relaxation were presented to help reduce patients' stress. This aim was in line with what Saski and Shariati intended (Duijts et al., 2009; Shariati et al., 2010). In fact doing muscle exercise has positive effects on patients' tension and stress and it paves the ground for patients to solve the related problems too. Because patients often have a deadly image of cancer and the major concern of breast cancer patients is the amputation of the breast which leads to consequences such as deformation and sexual dysfunction and it becomes a factor for stress and its concomitant problems (Izadi-Ajirlo et al., 2013). Therefore, support programs which in the initial stage support the patients through empathic listening and in later stages create an atmosphere for supporting and providing information, problem solving and presenting techniques can lead to higher awareness of patients, their self-care and their increased abilities to cope with the problems (Geiger et al., 1999; Cozaru et al., 2014; Fernandes et al., 2014).

Since breast cancer patients need physical and emotional support, holding training-supporting classes seems to be useful in meeting these needs of the patients (Rahmani et al., 2010). The reason is that as studies have shown, patients might have some questions regarding the disease but they might give up inquiring about them due to shame or short time of the health care team. Therefore, support programs provide a condition for the patients to ask their questions in an atmosphere far from shame and concern, and then to take action to solve their problems. Because of the long treatment process, there needs to be more contacts with the patients to provide the conditions to answer their questions and to solve their problems. In fact, this was done in the present study and one of the researchers through attendance in the sessions and telephone contact attempted to answer patients' questions. However, the results of this study were not consistent with the findings of Björneklett et al., (2013). Jun et al., (2011). Fadaei et al., (2011) and Speck et al., (2010). Apparently, the reason for this difference is that in these studies the focus was not on body image and the patients were not followed up either during meetings nor over the programs (Jun et al., 2011; Björneklett et al., 2013). However, in our study, one session was specifically devoted to body image and throughout the support program, the researcher was available to answer patients' phone calls and she replied to their on the implementation of the techniques and on the created problems.

Since one of the requirements of compatibility and problem solving is the sustained practice of techniques, another measure which was taken in this study was to give patients homework assignments at the end of each session. These assignments helped the patients to pay more attention to the presented materials and to the training techniques. Moreover, in each of the six weekly support sessions, some minutes were devoted to reviewing previous session content. In fact, this technique helped patients to listen to the materials for the second time and keep the important points in mind. Another reason for the discrepancy between the findings of this study and those of the previously cited studies is the length of the sessions and the interval between the sessions (Björneklett et al., 2013). In this study, six weekly sessions were held and this cohesion seems to lead to patients' increased awareness and it supported them in solving their problems. This ultimately influenced the body image scores of the patients.

The results of studies have shown that for women, breast is an aspect of identity, attractiveness and femininity and losing it can have various physical, psychological and social side effects. In the physical and psychological aspects, losing a breast is followed by concerns about body image, which leads to a reduction in social activities, decreased sexual pleasure and satisfaction, and embarrassment with physical appearance (Heravi Karimoui et al., 2006). Therefore, support programs through appropriate support, can reduce stress and raise awareness of the disease. In fact, the presence of support groups and similar programs can be an opportunity for the patients to share their experiences, identify risk factors, improve their abilities to cope with stress and make positive changes (Cozaru et al., 2014) and this was actualized in this study.

In fact, the support program developed in this study can help breast cancer patients in the diagnosis, treatment and complications of the disease so that fewer problems are posed to them. Finally, since in the first stage of the disease, the major concern of the patients is body image problems, only women with breast cancer entered into the present study.

The time of outcome assessment was the shortcoming of this study. The authors suggested long term assessment of body image changes in another study.

In conclusion, this study investigated the impact of support programs on body image of breast cancer patients in six consequent weeks and the results showed an improvement of the body image in breast cancer patients. This program was the first midwifery-based counseling intervention for patients with breast cancer in Mazandaran province. The counseling midwife as a facilitator has two important roles: as a midwife who is familiar with the physical problems such as sexual problems, negative self-image and body image and as a counselor who through different skills paves the way for problem solving. Therefore, integration of these two fields increases the person's ability and paves the ground for the better realization of the aims.

It is hoped that this study can be a groundbreaking for future research, and counseling support programs can find a place in therapeutic programs so that they can be used for a longer time for both the patients and their husbands.

Strengths of the study {#sec2-14}
----------------------

In the present study, the structure of the sessions was planned based on a protocol which was developed by the research team. The number of sessions and the objectives of each session were followed based on the provided protocol. Moreover, for the sake of homogenization, patients entered the study during hormone therapy.

Study limitations {#sec2-15}
-----------------

Since due to technological reasons the telephone numbers of cities in the province had changed, it was difficult to contact some patients and therefore some could not attend the sessions.

Suggestion for further research {#sec2-16}
-------------------------------

Since the study aimed to be conducted with homogenous groups, the entry requirement into the study were based on the type of therapy (hormone therapy). So, the following are suggested as areas for further research by other researchers:

The effect of counseling support programs on the body image of newly diagnosed breast cancer patients.The effect of counseling support programs on the body image of single breast cancer patients.The effect of counseling support programs on the body image of breast cancer patients during chemotherapy.

Registration of the clinical trial {#sec2-17}
----------------------------------

This study was registered in the Iranian Registry of Clinical Trials with the code of IRCT2016061928528N1.
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